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I DETAILED ACTION 
Response to the Declaration 

The declaration under 37 CFk 1.132 filed September 16 th , 2005 is insufficient to 
overcome the rejection of claims 23 and 26 as set forth in the last Office action. The applicant 

j 

states in the declaration (paragraph! 10) that "the distance from stoma site in the trachea to 
the carina (covered by the distal section of the tube); the distance from the inner tracha to 
the chest wall (covered by the intermediate section of the tube); and the distance from the 
stoma site at the chest wall to the oxygen source (covered by the proximal section of the 
tube)" are the reference points that are used to design the claimed tube. However, the applicant's 
specification and claims do not provide support for the facts set forth above nor are the 
limitations commensurate in scope of the claims. 

The applicant states in the declaration (paragraph 12) that "typically a 2 year old 

i 

patient requiring a tracheostomy has a distance of between about 6 cm to about 8 cm from 
the stoma site in the trachea to the carina (the carina being the bifurcation point of the 
trachea into the bronchial tree); a distance of between about 4 cm to about 6 cm from the 
inner trachea to the chest wall; and a distance of between about 20 cm to about 24 cm from 
the chest wall to the oxygen soured (which would be positioned away from the patient 
during surgery)". While the applicant states, ". . .that a typical 2 year old. . ." has the distances 
listed above, no support has been provided in the applicant's declaration for what constitutes a 
typical 2 year old and how the applicant arrived at the parameters for a typical 2 year old (i.e., 
what was the study group, how many girls and boys, weight, height, what factors were used by 
the applicant to arrive at ". . .a typical 2 year old. . ."). Also, the ". . .anatomical reference points to 



Application/Control Number: 1 0/737, 128. Page 3 

Art Unit: 3743 

create the claimed tube. . has not been presented in the instant application nor claims and now 
applicant presents such as support fqr the claimed invention. There is also no support in the 
instant application with respect to paragraph 10 of the declaration. One or ordinary skill in the 
art through mere routine experimentation could arrive at the claimed length ratios, because one 
of ordinary skill in the art would have known that different ratios are required for different user's 
and in different procedures being performed (i.e., pediatric, infant, adolescent, adult, elderly, 
thin, obese, patients) and such users would require different ratio lengths of the sections of the 
tracheostomy tube in order for the tube to be used in different situations and with different users. 
Applicant's declaration is stating facts not commensurate with the scope of the claims (i.e., in the 
claims there is not mention of how the tube is to be used, as mentioned in paragraphs 12-14 of 
the declaration, applicant states in paragraph 15, "...the distances are important to the proper use 
and function but such limitations are; not presented in the claims; nor the importance of such use 
or function has been presented in thd declaration. 

With respect to paragraphs 13, 14, and 16, note explanation above as the remarks by 
Applicant are basically the same, therefore the examiners explanation above would be the same 
for the paragraphs 13,14, and 16 in Applicant's declaration. 

In reference to paragraph 18 of the declaration, the applicant states "if the ratios are 
not used then there is an increased likelihood for untoward events to occur.". It is unclear as 
to what Applicant means by, ". . .untoward events to occur. . ." and applicant has not provided any 
examples of such events. One of ordinary skill in the art would know that during certain 
procedures (e.g. surgeries) unexpected events can occur (e.g., drop in blood pressure, which may 
require a transfusion, thereby making the placement of the breathing tube important so that the 
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OR staff can provide immediate care, while not interfering with the placement of breathing tube 
ensuring the patient remains ventilated) and the primary concern is the breathing tube remaining 
intact while allowing the OR staff to; provide care to the patient. Therefore one or ordinary skill 
in the art could arrive at such length ratios for the distances of the tubes in order ensure the tube 
is placed in a position which will not be dislodged from the patient and allow OR staff to provide 
any care needed. 

With respect to paragraph 19, of the declaration, Applicant has not provided any support 
except a statement, which one of ordinary skill in the art would find obvious. 

In view of the foregoing, whfcn all of the evidence is considered, the totality of the 
rebuttal evidence of nonobviousness; fails to outweigh the evidence of obviousness. 

Drawings 

The drawings (figures 1 and 2) are objected to because they are not scaled. When 
referring to the drawings the ratio of the length of the distal section to the length of the 
intermediate section is not about 1.0;to about 2.0 as claimed in claims 1,17 and 23 but rather 
also most the same and the ratio of the length of the proximal section to the length of the distal 
section is not about 2.0 to about 4.0 as claimed in claims 1,17 and 23, when looking at the 
drawings it seems as if the proximal isection is three times the length of the distal section. 
Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to the Office 
action to avoid abandonment of the Application. Any amended replacement drawing sheet should 

include all of the figures appearing on the immediate prior version of the sheet, even if only one 

» 

figure is being amended. The figure or figure number of an amended drawing should not be 
labeled as "amended." If a drawing figure is to be canceled, the appropriate figure must be 
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removed from the replacement sheet, and where necessary, the remaining figures must be 
renumbered and appropriate changes made to the brief description of the seyeral views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figurds. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the ". . .the ratio of the length of the 
distal section to the length of the intermediate section is from about 1 .0 to about 2.0 and the ratio 
of the length of the proximal section; to the length of the distal section is from about 2.0 to anout 
4.0. . ." must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended."; If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
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renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or c *New Sheet" 
pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Specification 

35 U.S.C. 112, first paragraph, requires the specification to be written in "full, clear, 
concise, and exact terms." The specification is replete with terms which are not clear, concise 
and exact. The specification should be revised carefully in order to comply with 35 U.S.C. 1 12, 
first paragraph. Examples of some unclear, inexact or verbose terms used in the specification 
are: tracheotomy endotracheal tube. Tracheotomy and endotracheal are two different tubes. In 
the art a tracheotomy is inserted into the neck area where as endotracheal tube is inserted via 
mouth. Therefore, it is unclear if the j applicant intends to claim a tracheotomy or an enotracheal 
tube or if the applicant is calling a tracheotomy tube an endotracheal tube and using the term 
endotracheal to mean the same tube as tracheotomy tube or it may be the tubes are two separate 

tubes. Clarification is required. The examiner is uncertain if the applicant is claiming two distinct 

i 

tubes or one tube, using two different names through the specification and the claims. Referring 
to the specification, in certain areas of the application the applicant states that it's a tracheotomy 
tube (refer to line 3 of paragraph [0016] on page 4) and in other areas of the specification the 
applicant states that it's a endotracheal tube (refer to line 3 of paragraph [0019] on page 5). 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 17, 23 and 26 are rejected under 35 U.S.C. 112, first paragraph, as based on a 
disclosure which is not enabling. The units and dimensions of the distal section, intermediate 
section and the proximal section of the tubing are critical or essential to the practice of the 
invention, but not included in the claim(s) is not enabled by the disclosure. See In re Mayhew, 
527 F.2d 1229, 188 USPQ 356 (CCPA 1976). 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 17, 23 and 26 recites the limitation "the ratio of the length of the distal section 
to the length of the intermediate section is from about 1 .0 to about 2.0 and the ratio of the length 
of the proximal section to the lengthiof the distal section is from about 2.0 to about 4.0". There is 
insufficient antecedent basis for this limitation in the claim. The applicant has failed to provide 
dimension and units to the lengths described in claims 1, 17, 23 and 26. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

! 

: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1 and 3 through 7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Inglis et al. (US 5,386,826). Referring to claim 1, Inglis discloses an apparatus that comprises a 
short distal section of the tubing 10 (see figure 1 below); and intermediate section of the tubing 
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(see figure 1 below); a pre-formed obtuse angle bend in the tube between the distal and 
intermediate sections (see figure 1 below); an elongated proximal section of the tubing (see 
figure 1 below; the examiner would like to point out that the helical coil can be extended to 
therefore meet the limitations of the ratio of the length of the proximal section to the length 
of the distal section from about 2.0 to about 4.0); a pre formed abrupt bend in the tube 
between the intermediate and proximal sections (see figure 1 below); and an inflatable cuff 11 
(see figure 1 below) integrated into the distal section of the tubing; wherein the ratio of the 
length of the distal section to the length of the intermediate section is from about 1 .0 to about 2.0 
(see figure 1 below). 

| Intermediate I 
! Section j 
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Referring to claim 3, Inglis discloses an apparatus wherein the abrupt ben interconnects 
the proximal section and the intermediate section along the length of the tube at an angle of from 
about 80 to about 95 degrees (see figure 1 above). 

Referring to claim 4, Inglis discloses an apparatus wherein the abrupt bend 
interconnects the proximal section and the intermediate section along the length of the tube at 
approximately a right angle (see figure 1 above). 

Referring to claim 5, Inglis discloses an apparatus wherein the distal section, 
intermediate section and the proximal section extend the same general plane (see figure 1 
above). 

Referring to claims 6 and 7, Inglis discloses an apparatus wherein the distal section, 
intermediate section and the proximal section are substantially rectilinear in formation (see 
figure 1 above). 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was riiade. 

Claims 1, 3 through 11, 15, 17 and 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Beck, Jr. et al. (US 5,339,809). Referring to claims 1, 3 through 11, 15, 17 
and 26, Beck discloses the applicant's invention as claimed with the exception of providing a 
tubing that comprises a ratio of the length of the distal section of the tubing to the length of the 
intermediate section of the tubing being about 1 to about 2/1.2 to about 1.8 and the ratio of the 
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length of the proximal section of the tubing to the length of the distal section of the tubing being 
about 2 to about 4/2.5 to about 3.5. Since Beck discloses accordion pleats 10 between the 
intermediate section and the distal section (see figure on the next page) it would have been 
obvious that the length of the distal section and the intermediate section can be adjusted to any 
desired ratios even to the ones claimed in claims 1, 17, 23 and 26. The examiner also reviewed 
the applicant's specification and discovered that the applicant has not established any criticality 
on why the ratio between the length of the distal section to the length of the intermediate section 
must be 1 to about 2/1 .2 to about 1 .8 and the ratio between the length of the proximal section to 
the length of the distal section must be 2 to about 4/2.5 to about 3.5. Since the applicant has not 
established any criticality the ratios are considered a simply matter of design choice and 
therefore it would be obvious to one ; in the ordinary skill of the art that through mere routine 
experimentation could arrive at the claimed length ratios, because one of ordinary skill in the art 
would have known that different ratios are required for different user's and in different 
procedures being performed (i.e., pediatric, infant, adolescent, adult, elderly, thin, obese, 
patients) and such users would require different ratio lengths of the sections of the tracheotomy 
tube in order for the tube to be used in different situations and with different users. 
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Claims 2, 12, 18, 19, 20, 23, 24, and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Beck, Jr., et al. (US 5,339,809) in view of Nye (US 5,590,647). Referring to 
claims 2, 12, 18, 19, 20, 23, 24 and 25, Beck discloses the applicant's invention as claimed with 
the exception of providing a flexible: tube that is made of a thermoplastic material preformed to 
the shape described. Nye discloses a ; method of providing anesthesia with a specialized tracheal 
tube that does provide a flexible tube that is made of a thermoplastic material preformed to the 
shape described. Therefore it would have been obvious to modify Beck's invention by providing 
a flexible tube that is made of a thermoplastic material preformed to the shape described as 
taught by Nye in order to make it easier for the tube to be placed in a desired position so that it 
will not be dislodged from the patient and allow OR staff to provide any care needed. 

Claims 13, 14, 16, 21, and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Beck, Jr., et al. (US 5,339,809);in view of Joseph (US 5,582,167). Referring to claims 13, 
14, 16, 21 and 22, Beck discloses thb applicant's invention as claimed with the exception of 
providing a distal section that has a beveled terminal end with at least one port opening adjacent 
thereto, the tube being otherwise imperforate. Joseph discloses methods and apparatus for 
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reducing tracheal infection using subglottic irrigation, drainage and servo-regulation of 
endotracheal tube cuff pressure that does provide a distal section that has a beveled terminal end 
with at least one port opening adjacent thereto, the tube being otherwise imperforate. Therefore it 
would have been obvious to modify Beck's invention by providing a distal section that has a 
beveled terminal end with at least one port opening adjacent thereto, the tube being otherwise 
imperforate as taught by Joseph in order to make it easier to deliver oxygen or any other 
medication. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communication from the examiner 
should be directed to Nihir Patel whose telephone number is (571) 272-4803. The examiner can 
normally be reached on Monday-Friday from 7:30 am to 4:30 pm. If attempts to reach the 
examiner by telephone are unsuccessful the examiner supervisor Henry Bennett can be reached 
at (571) 272 4791. s\ 



NP 

September 29 th , 2005 
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